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L O 5  A N G E L E S  C O U N T Y  

Los Angeles County 
Board of Supervisors 

Gloria Molina TO: Each Supervisor 
First District 

Mark Ridley-Thomas FROM: John F. Schunhoff, Ph.D. 
Second District lnterim Director 

Zev Yaroslavsky 
Third District 

SUBJECT: NOTIFICATION OF EXERCISE OF DELEGATED 
Don Knabe 
Fourth District 

AUTHORITY TO EXTEND FIELD ADMINISTRATION 
OF STROKE THERAPY- MAGNESIUM TRIAL STUDY 

Michael D. Antonovich 
Filth District 

MEMORANDUM OF UNDERSTANDING NO. H-700794 

John F. Schunhoff, Ph.D. 
lnterim Director 

Robert G. Splawn, M.D. 
lnterim Chief Medical Officer 

313 N. Figueroa Street, Suite 912 
Los Angeles, CA 90012 

Tel: 213-240-8101 
Fax:213-481-0503 

This is to advise your Board that the Department of Health Services is 
exercising the delegated authority approved by your Board on June 19, 
2007 (Attachment I), authorizing the Director of Health Services, or his 
designee, to amend the Field Administration of Stroke Therapy-Magnesium 
(FAST-MAG) Trial Study Memorandum of Understanding (MOU) with The 
Regents of the University of California on behalf of the University of 
California at Los Angeles (UCLA), contingent upon extension of the 
Department of Health and Human Services National lnstitutes of Health 
(NIH) Grant awarded to UCLA to fund the FAST-MAG Trial Study. A copy 
of the Notice of Grant Award for the period ending January 31, 2012, is 
attached (Attachment 11). 

www.dhs.lacountv.aov This Amendment extends the MOU for 37 months, effective January 1, 
2009 through January 31,2012, based upon a revision to the FAST-MAG 

Toim~rovehealth Grant Award issued by Department of Health and Human Services National 
through leadership, Institutes of Health (NIH) whereby the project period was extended through 

service and education January 31,201 2. 

The CEO has reviewed and approved the Amendment (Attachment Ill). 
County Counsel has approved the Amendment as to form. 

If you have any questions or require additional information, please let me 
> know. 
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313 M. Figueroa Street Suite 942 
tos Angeles, CA 90012 

550 West Temple Street 
Los Angeles, Gafifonria a0013 

2. Delegate autho& to the Director of Hedl3 Services, or his designee, 
to sip any sub-sequent amendments to exrend tEie FAST-MAG Trial 
Study MQU> on substantially similwterms, contingent npan extension 
of tire Department of B d t h  and Hnmazr Services Nation& Instituxes of 
Health ('MEQ Grant awarded to U a  upon review and appr&al ky 
C o w  Camsel and fhe-Chief AAministmtive Office, and wtidication 
to theBoard 

PURPOSE/JUSTEFICATION OF THE RECCl&aMENDED ACTIONS: 



These a&om~spport the Comiy's Strategic P h  God P.io. 1 fm Service Exccknce by dancing 
the quality md mxirsrbiIity of emergenq medical care services countywide. 

FISCAL LMPBCTff INANCING: 

On December 14,2004, the Board approved an MOG with UCLA for participation of&'MS in the 
FAST-MAG qial stndy. In. acrcoz&ce*h Cali6mia Code of Regul&ons, T i e  22, Division 9, 
Section 100146, pparamedics are a~zthorized ta perform any prehosgital emergency medical care 
tre~entprocednrefs) or administw any medidon(@ on a nial basis when approved by tire medical 
director ofthe local EMS agency. 

Under terns ofthe M8Uf pa~amedics screen all prehospital emergency medical care patients for 
study entry. Inclusion and exclusion criiaia for study participatiaa has been estabfished and 
included in the FAST-MAG Clinical Tnd AotocoI develapedbyUCrP,. Inoiusiw of study 
participants is subject to the approval ofan on-cd FAST-MAG phpidaa-investigator, and consmt 
by the patient or his OF ber autharized representative. The FAST-MAG trist.1 study was set up to fund 
up to 1J98 patients with acute stroke to be identified in the field by licensed paramedics in Los 
Angeles County. However, as of F e b m q  2007, only 300 subjet% had enrolled in -&:: study. 
Extead'ig the .current MOU term will ensure that a l l  potential FAST-MAG trial study patients in Los 
Angeles Comty are identsed, offkred earalhent in the study, and have access to treatment that may 
improve their long-term functional outcome, 

The FAST-MAG Trial. Protocols for Enrollment and C o m t  have been revised to became &ective 
with the proposed extension period. A new section, 3.1, EnroUine~t by Explicit fnfonned Consenf 
outlines requirements for the em~llmmt of study pd~ipauts who are competent or whohave an on- 
stem legally authorized representaflve. A n o k  new section, 3.2, &bent in Emagency 
Circrr&cles!ofNan-camp~t Patients Without W~itten hfomed Consent, outlines requirements 
fox the exmblment of sardy participants who. are non-competent pdcxib without on-scene morized 
eepresentiitiws.. The parties are obtainingfind approvals as required by fedd'faw for this 
mdy. To the extent the regulatory authoriries require firrther additions, and to allow for more 
flexibility for h e  parties to dedgn ancf conduct the study to best achieve its outcome, Dm wtll now 
be authorized under the Amendment to make fktker changes to the protocol upon approval by 
County Counsel. 

The c m n t  f e d d  NM Gmmt for the FAST-MAG trial study expires December 3 1,2007. A 
renewd of the Grant is expected to be awarded to UCLA for a four-yea period, effective 2088 
through 2012. 



The Hanoaable B o d  of Supezhrisors 
June 19,2007 
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Altachments A and B provide additional hfomadon. 

Approvai of this amendment and delegated authoriv to extend he MOU wilt enable DHS to 
continue participating in the FAST-MAG trial study to further evaluate the patenfial, @icacy of 
intravenous magnesium suWe W s t e r e d  by paramedics in the field to patients with acute stroke. 

Whm approved, this Department requires three signed eo~ies of the Board's action. 

R e s p e W l y  submitted,, 

Attachments c2) 

c: Chief Administrative Officer 
Comfy CaunseI 
Executive Officer, Board of  Supervisors 
Auditm-Controlkx 
Chair, Eznergency Medical Serqiices Commission 
Ed& Care Association of S~uthern Gdjfmia 
State Department of Health Services 



2. AGENCY D R E S S  COhTACT PERSON 

Sandra M Perez 
Universiry of California zit Las Angeles 
OEce of Contract and G m t  Administration 
FAST-MA,G Chical Trid Center 
1'072 Gayky Aventre 
Los Angels C d i f d  90024B25 ' 
Telephone : (3 10) 7946 t'55 
E-ma3 STvePerez@mednetuclaedu 

The tenn ofthe MOU Amenhen5 shall be effrxtive July 1,2007 h u g h  December 3 1: 2007. 

The Unive~sity of California at Los Aogeles is the prime recipient of a gnmt fiom tix federal 
Dep-nt of Eealth and Human Services N;ttianal ktitutes of Wth for the FAST-MAG trial 
study The Department of HeaIth S e ~ o e s  does not incur any additional costs associated with .theit 
canti~ued participation io tbe FAST-MAG trial Study. 

5.  PRIMARY GEOGRAPFflC AREA TO BE SERVED 

Countywide. 

6. APPROVALS 

Emergency Medical Services: Cathy Chidester, A&g Director 

Contra& and Gtants Division: Cara O'Neill, Chief 

C o u n ~  Counsel: Edward k Momsseyr Senior Deputy County CounseI 

CAO Budget Unit: Latisha Thompson 



Issue Datz: 03k27i2007 

Grant Number: 5 UO1 NS044364-04 
Principal hvestigdor: S A m  JEFFREY L X?tD 
Project T2.k Field Admbishtion of Stroke Therapy - Magnesium Trial 

TheNatiod Institutes of Health hereby awards a gmt in the amount: of%1,000,000 (seanAward 
Calculation" in Section T) to lNVERSm OF CALIFORNIA LOS AS3GELES in support of the above 
r&remed project 33% award is pursnan? to the auttiarity of 42 USC 241 31 USC 6305 & 63Q6 and 
is subject to terms a n d  conditions referenced below. Ac~eptance of thks award infihdq thi: Terms and 
Conditions is acknowbdged by the grantee when funds are dram down or otherwise obtained riom the 
grant payment system 

Award recipients are resyx,mibIe for repmthg inventians derived or reduced to practice in the 
perFormance of work under this grant E&S to inventions vest with the grantee organization provided 
eerfain requirem@s are met and here is acknowl&gment ofMH support. In addition, recipients must 
ensure &at patent a& license activities are cashtent with tfreir responsibility to make unique m h  
resources developed under this award a~aiW1e to the scientific community, in accordance with MH 
policy. For additional infarmation, please visit htrp.J/~.iedison.gov. 

If you have any qziestio~~~ about this award, please cantact the individml(s) refhenced in tbe information 
below. 

Sincexl.. yours, 

King P. Bond, Jr. 



Projed fiile:: ReM Admmistmtian of Stroke Therapy-Magnesium Trial (FAST-RAAG) 

Award emailed to: NfHAward@tesea&,ucb.edu 

Dear Business Official: 

The National lnsfIkrtes of Health hereby mvises this award (see "Award Ca1culation"h S d o n  I 
and Terns and Conditions" in Section 111) to UNNERSITY OF CAUFORNlA LOS ANGELES in 
support ofthe abwe refGmcedproject This award is pursuantto &e authori&of 42 USC 2#3? 
USC 6305 & 6306 and is subject b the requiremenfs of &IS &tub and regy[atiwr and>of ofher 
referenced, incorpamted or attached terms a?d wndi€lons. 

Acceptance of this award including k e  "Terms and Condiiarad' is acknowledged by the grantee 
when funds are dram dawn or otherwise obfalnedffOm the grant payment sgrstem. 

Each pubiicafion, press release or other documentthat cites results from NH grantsupparfed 
research must include an acknowledgment of NIH grant supporf and disclaimer such.as "ihe 
project described was supported by Award Mumbsr UOI NS0443Mffom ka National lnstfMe Of 
Meurnlogical Disorders And Strob. The content is soleiy the responsibBityof the authors and does 
not necsssani ~pmsentthe  official views of tfie National institute W Neurotogical Disorders And 
Sbke or9he Na@ond Instffutes of Heab." 

Award recipienfs are required to comply with the NIH Pubk &ess Policy, This indudes 
submission to Pubbkd Central (PMC), upan acceptance for publication, an ekdronicversion of a 
final peer-reviewd, manuscript resul@ng fram research suppotted in whole or in pact, with direct 
mds from Nafiorraf InstiMes of HeaIfh. The author's final peer-reviewed marmscript is defined as 
We final version accepted for journal p u b ~ ~ o n ,  and tndudesall modifications fmm fhe publishing 
peer review process. For additional infomation, please v i s i t ~ b l i e a c c e s s . n i ~ ,  * 

Award recipients must pmmofe objecti* In reseaich by esfablishhg standads to ensure thatwe 
design, conduct and reporkg of resemf~ funded undw NIH-funded awards are nPt biasad by a 
confficting financial inkrest of an Invesb'mr. Investigator is defined as the Principal lnaresttgatw 
and any other: person who is respmsbk fur ihe design, conducf or reporting of MtH-fundsd 
research or proposed reseatEh, including the InvesfigataZs spouse and dependentcfiildren. 
Awadees mu& have a w m n  administrative process to identify and manage gnancial mnfiiktof 
inkrest and must inform Investigabrs ofthe mnfiict of inbmstpolicy and dthe hv~stigators' 
responsibilities. Prior to expenditure rrf these awarded funds, ttte Amrdee must report to the NIH 
Awarding Component the existence d a cxlnfficfing inter& andwidin 60 days of any new 
codcting mteref~ts identified a@r the initid report. Awardees misit comply with these and ail ofher 
aspects of42 CFR Part 50, Subpart F, These requirements'ab apply to subgmntees,.con~c63fs, 
or collaborators engaged by the Award= under &is a&. The NIH website 

provides'additionai f nforma'fion, 





SECTiOPl I -AWARD DATA - ZU01NS044364-05 M S E D  

Recommended future year total cost support, subject to the availability of funds and safisfitclory 
progress of We  project 

MH Administrative Data: 
PGC: JANlSSCT / OC: 4WM I f)mxssed; WASHINGTQJ D7102Q008 

SECTION I1 - PAYMENTMOTLINE lNFORMATlON - 2U02 NS044364-05 REVISED 

For payment and HHS Qffice of Inspector General Hotline infmakn, see the NIH Home Page at 
htto:llcrrslnts.nj h.ao _ v _  iarantslnb ticvla- 

This award is based on the application submitted b, and as approved by, NH on the above-tifled 
prdect and is subject to the terms and conditions i n m o r a M  either directly or: by reference in the 
following: 

a. The grant program bgishaOn and program reguMm dited in this N d c e  pf Awad. 
b. Condiions on activities and expnd'ire d funds in other statutory requirements, such as 

those insiudsd m appropriations acts. 
c. 45 CFR Part 74 or 45 CFR Part 92 as applicable. 
d. R e  NIH Grants Policy Sbfemenf, inchding addenda in effect as ofthe beginning date of 

the budgetmod. 

Page4 



. * 
This insti$rtibn is a signafory to the Federal Demonstation Partnership (FDP) Phase IV Agreement 
which requirss actlve fnsiMional partiGpSttron in new or: ongoing R)P demonstratfons and pi(ofs. 

Cany over of an unobligated balance info the next budgetperiod requires Grants Management 
OFfker pn'or apprwaf. 

In accordance wifh P.L. 210-361, compliance wwitfi the NIH Public Access Pdicy is now mandahy. 
For more fnbmlion, see NOT-OD-0&(533 and ihe Publk Access websb: 
MvJhu bli~in;m?-, 

Treatment QP Progmtn Income: 
Additional Costs 

SECTION N- MS Special Terns and Conditions - 2UO3NSO44364-05 REVISE32 

This reuisl~n changes the budget period and project period end dates. The -05 budget period has 
been shortened and is now schedufed to end on 01/31/2009. Ali fohn! budget periods will have an 
anniversary date of February +I st 

WE PREVIQUS TERMS AND CONMTlONS STATED BEKlW REMAN IN EFFECT. 

Funds included in this award may n d  be used br, support studies invohttng human subjects until 
certificaflon ofthe IRE approval for fhe performance sites listed below has been subrniited to and 
approved by N3NDS. See mce of Humn Research Pmfecfion (OHRP) Web site: 
h~fiohrp~osopii~.dht-rs.g~~findex.kfm. 

Only ad~iti8s which do not dire* knroive human subjects (i.e., are cfearfy sevembte and 
independent from Wase activities that do hvobe human subjects] may be collPfu&d undl the 1RB 

I cerNkation has been provided to the MNDS. No funds may he drawn down from the payment 
system and no obligations m y  be made against fedewi fundsforany research invofving human 
sUbjects in &is project at the sites Ilded b e f w  pending NlNDS receipt and acceptance of be 
cetiition af 1Rf3 approval. 

Siks restricted pending IRB approvak 
I. Antelope Valley Hospital 2. Henry Rnayo Newhall Memorial Hospital 
3. Huntington WlemorJai Hospital 4, Liftie Company of Mary-San Pedro 
5. tiWe Company of Mary - Torrance 6. b n g  Beach Memorial Medical Center 
7,Methodist Hospital of Southern CaHfornia 8. Northridge Hospital Medical Center 
9. St. Mary Media1 Center 30. Provideme Holy Cross Foundation 
I I, Pmvidence Saint Joseph Medical Ctr. 12. California Hospital Medical Ctr. 
13. Verdugo Hills Hospital 14. Gfendak Advenlist 
"1. Kaiser Founddon Hospitals-\Pbaodhd Hlls 16. U i i o n  Cumnitrnity 
d7. Olive ViewRICtA EDU. &.Research lnsitute 18. St. Fmadi Med, Cfr.Mision Cmnty 
H&pitaI- Panomma 
19. St  John's Hfth Cir. 20. Kaiser Foundafian Hospitafs - Sou& Bay 
21. Kaiser Foundafion Hospiils-Panorama City 22 Brofmari Medical Ck. 
23. Kaiser Foundafian Hospitab-Sunset 
24. Kaiser Fwndafion HospitarbWest La 25. Kaiser FauMfafion Hospitals-EWSlower 
26, Cedadnai Media l  GXr. 27. Centhela Hospikl Medical Ctr. 
28. Cenfineh freeman Regional Med. Ctr-Marina 29. Century C%y Doctors Hospli 
30'. Cibw Valley Med. C#-C#--lnfer-~rnmunffy Campus 31, Ci- Valley M d I .  Cb.-Quem of the 
Valley Campus 
32. EndbTansnaResbnai Wd. Ctr ' 

34. Good Samtftan c-fo-spihl 
36. Pomonsl Valfey HmpW 
38. Sherman Oaks Hospltal 
4.0. Whife Memorial Med. Ctr. 
42. Tomce Memarid Med. Ck. 
44. Presbyterian Inkmommunity 

33. Glendale Memoffai Hospital 



46, H o l ~ w d  Presbyterian Med. C&. 47. Beverly Hospital 
43. Centinda Feeernan Regional Med. Ctr. 49. San Gabriel Vaitey Med. Cfr. 
50. 'Downey Reg-ional Med. Ctr, 55. Garfield Med. Ctr. d 

52. ~an&ster Community Hospital 53. Los Angdes Biomedical Resea& 
Institute 
54. vniv. of Souibem Carfifornia 55. TRe Regents offhe Univ. af 
CaFimia 

The Phase ft1 Clinical Trial T m  relevant to this project are hcaW ih SecSon I, Section 19 and 
Section If! a9 h~J/~~~~.ninds.nih~guv(Tundtngt~ltnicat~~at~em~~IIi.Rm These terms areh 
addition to alf ather Terms and Conditions prephted or attached fo tfiis Hoke af Grant Award for 
grant M0443W. It isthe responsiblity of the Awardee to cmpiy with all terms and con&ons of 
award as-pmvidecf. Nontxrmpliance wifh these terms of awad may resuff. in reduction of the 
recommended budget, withholding of support, suspension, or tenindon of award. 

A!! MH-funded trials, including &me fiindecfbyNIW!3,.are required to be posted on 
www.dinicaftrials.gov. Cllnica3trials.gov is a consumer-ftlendb &abase with information on studies . 
sponsored by Ure Plli-f, other federal agencies, and pt.i\mt~ industry. 

Clinjcaltrials.gov works in accprdance with the Intemationaf Cammlttee of Medical Journal Editors 
(ICWE) initlaflve requiring prior of chlcal trials in a public registry as a m d i o n  for 
publicafiorr. Trials that started BEf ORE July 1,2005 must be registered on dinicaltriabqov heiore 
submission to ICMJE journab. Triafs -that started ON or AFTEX Juiy 11, 2005 must bs registered on 
dlnicaiftfats.gov before the first paffentis enrolled. 

Clinical studies are regisfersd on clinic5f~a(s.g#vvja a w e M a s e d  data entry system caffed the 
PWcoI Reaistration S ~ s t m  (PRS). NLM assirlns each institute a PfiS account in which to 
maintain thciriais the i~sfite~poikors. PRS &our& are managed by adminisirabrs from the 
instihtes. All trials submitted must have approval ofa human subjects review board, such as an 
institufhnal review bod, effiics ccmmitfee, or equhraleot group, prior to registration. 

To regbtef an HINDS-sponsored trial, granfeedmrdees should contad the NINDS PRS Account 
Adminisfrator: 

Shannon Garnee 
NWNf NDSOCP t 
Building 34, Room 88-06 
34 Center Drive MSC 2540 
Behesda, Mayland 20892-2540 
e-mal: sg7Zv@nh.gov 
fz 3044+32-2l86 

This award includes funds awarded for consortium aM@with University of Southern California, 
Los Angeles Biomadicaf Hesearch Institote, Mount Sinai School of Medjune, Mt Tam Dab 
Analysis and Pacific Data Design. Consar6a ,am b be esbblished and administered as described 
in the NlH Grants Policy Statement (N1H GPS). The referenced section of the NIW Grants Policy 

Funds awarded for consortlumlmntractual casts for partidpang cfimicai centers may be 
rebudgeted between sites in accordanca wifh expanded auffiorities but may not be used for any 
other purpose withoutqhe wr&n prior approval of MINDS. consortium activities must be in 
compliance J f h  NIH poifcy (see NIH-GrankPdig Statement, 
hiip:JJgranisl .nih.gov/~rantsipoIicy/nihgpsh20031index&tm). 

ForaddRional informatfon, you may access&e NlH home page at Rttp$Iw~wv.nih.govl and the 
NtMDS Home Page at l$tp:/iwww.ninds.nih.gov 

The G m b  Management Specialist is responsible for the negotiation, award and adminwon of 
j . . this pmject and for inferpretation of Grants Admihisfmtbn pulicies and provisions. The Program 

Offid& is mgonsibb for the schntffic, pmgnrnmatic and technical aspects of&i project. These 



Managamenf Specialist. ~e~bes ts  may be made via e-mail, P 

RSTjTUTBON: UNIVERSKY OF CALIFORNIA LOS APlGELES 



ATTACHMENT 111 

Contract # 

FIELD ADMINISTRATION OF STROKE THERAPY-MAGNESIUM TRIAL STUDY 
MEMORANDUM OF UNDERSTANDING 

AMENDMENT NO. 3 

THIS AMENDMENT is made and entered into this day 

of , 2009, 

by and between COUNTY OF LOS ANGELES 
(hereafter "CountyN) , 

and THE REGENTS OF THE 
UNIVERSITY OF CALIFORNIA 
(hereafter llContractorll) . 

WHEREAS, reference is made to that certain document entitled 

"FIELD ADMINISTRATION OF STROKE THERAPY-MAGNESIUM TRIAL STUDY 

MEMORANDUM OF UNDERSTANDING11, dated December 14, 2004, and 

further identified as County Memorandum of Understanding No. 

H-700794 (hereafter referred to as "MOU") ; and 

WHEREAS, the parties wish to extend the MOU1s term for an 

additional thirty-seven (37) months, to and including January 31, 

2012, subject to the right of either party to terminate and 

withdraw from the relationship prior to that date, with or 

without cause, by giving at least sixty (60) calendar days prior 

written notice thereof to the other party; and 



WHEREAS, MOU provides that changes may be made in the form 

of a written amendment which is formally approved and executed by 

the parties. 

NOW, THEREFORE, the parties agree as follows: 

1. Paragraph 2, TERM, of MOU shall be deleted in its 

entirety and replaced with the following: 

"This MOU shall commence effective December 14, 

2004, and it shall continue in full force and effect to and 

including January 31, 2012." 

2. Subparagraph 'A" of Paragraph 4, COOPERATION AND 

COMPLIANCE, of MOU shall be revised to read as follows: 

"A. The EMS Agency and UCLA agree to cooperate with 

each other for the purpose of conducting the FAST-MAG Trial 

study in order to meet the requirements outlined under 

original granting agency in accordance with Grant Number 1 

U01 NS044364, Grant Number 5 U01 NS044364-04, and Grant 

Number 2 U01 NS044364-05." 

3. Paragraph 6, INCORPORATION BY REFERENCE, of MOU shall 

be revised to read as follows: 

"6. The terms and conditions of the grant program 

legislation and regulations under which the prime grant 

award was made, the prime grant Notice of Grant Award 

("NGA") including all its special terms and conditions, 45 



CFR Part 74, are made a part hereof by reference. A copy of 

the NGA for the period ending January 31, 2012, is attached 

as Attachment 11." 

4. Except for the changes set forth hereinabove, the 

wording of MOU shall not be changed in any respect by this 

Amendment. 

IN WITNESS WHEREOF, the Board of Supervisors of the County 

of Los Angeles has caused this MOU to be subscribed by its 
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/ 

/ 

/ 

/ 

/ 

/ 

/ 

/ 



Director of Health Services and Contractor has caused this MOU to 

be subscribed in its behalf by its duly authorized officer, the 

day, month, and year first above written. 

COUNTY OF LOS ANGELES 

BY 
John F. Schunhoff, Ph.D. 
Interim Director 

THE REGENTS OF THE 
UNIVERSITY OF CALIFORNIA 

Contractor 

BY 
Signature 

Printed Name 

Title 

(AFFIX CORPORATE SEAL HERE) 

APPROVED AS TO FORM: 
OFFICE OF THE COUNTY COUNSEL 

APPROVED AS TO CONTRACT 
ADMINISTRATION: 

DEPARTMENT OF HEALTH SERVICES 
CONTRACTS AND GRANTS DIVISION 


